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DETAILED ACTION 

Claims 1-20 are pending. 

Priority 

If applicant desires to claim the benefit of a prior-filed application under 35 U.S.C. 
lG/122,694 (now U.S. Patent No. 6,740,306), a specific reference to the prior-filed application in 
compliance with 37 CFR 1 .78(a) must be included in the first sentence(s) of the specification 
following the title or in an application data sheet. For benefit claims under 35 U.S.C. 120, 121 or 
365(c), the reference must include the relationship (i.e., continuation, divisional, or continuation- 
in-part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 1 11 (a) on 
or after November 29, 2000, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the actual filing date of the application or 
sixteen months from the filing date of the prior application. If the application is a utility or plant 
application which entered the national stage from an international application filed on or after 
November 29, 2000, after compliance with 35 U.S.C. 371, the specific reference must be 
submitted during the pendency of the application and within the later of four months from the 
date on which the national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months 
from the filing date of the prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(ii). This time 
period is not extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of such prior 
application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A benefit claim filed after the 
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required time period may be accepted if it is accompanied by a grantable petition to accept an 
unintentionally delayed benefit claim under 35 U.S.C. 1 19(e), 120, 121 and 365(c). The petition 
must be accompanied by (1) the reference required by 35 U.S.C. 120 or 1 19(e) and 37 CFR 
1 .78(a)(2) or (a)(5) to the prior application (unless previously submitted), (2) a surcharge under 
37 CFR 1.1 7(t), and (3) a statement that the entire delay between the date the claim was due 
under 37 CFR 1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The 
Director may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner for 
Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time period 
set forth in 37 CFR 1.78(a), but not in the first sentence(s) of the specificafion or an application 
data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference was submitted in an oath 
or declaration or the application transmittal letter), and the information concerning the benefit 
claim was recognized by the Office as shown by its inclusion on the first filing receipt, the 
petition under 37 CFR 1, 78(a) and the surcharge under 37 CFR 1.1 7(t) are not required. 
Applicant is still required to submit the reference in compliance with 37 CFR 1.78(a) by filing an 
amendment to the first sentence(s) of the specification or an ADS. See MPEP § 20 1 . 1 1 . 

Specification 

The lengthy specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting any 
errors of which applicant may become aware in the specification. 
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Claims 8-20 are objected to under 37 CFR L75(c) as being in improper form because a 
multiple dependent claim should refer to other claims in the alternative only and cannot depend 
from any other multiple dependent claim. See MPEP § 608.0 l(n). Accordingly, the claims have 
not been further treated on the merits. 

The use of the trademark VIAGRA® (page 1, line 18) has been noted in this application. 
It should be capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any 
manner, which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 1-20 are rejected under 35 UlS.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 1 and 2 are vague and indefinite because they utilize the conjunction, "and/or," 
which creates ambiguity as to what are the limitations. 

Claims 15 andl6 provide for the use of a composition according to any of claims 1- 
14, but, since the claim does not set forth any steps involved in the method/process, it is 
unclear what method/process applicant is intending to encompass. A claim is indefmite 
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where it merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

The remaining claims are objected as being dependent upon a rejected claim. 



Claim Rejections - 35 USC § 101 

35 U.S.C, IGl reads as follows: 

Whoever invents or discovers any new and useflil process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 15 and 16 are rejected under 35 U.S.C. 101 because the claimed recitation of 
a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 35 
U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd. App. 1967) and Clinical 
Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 



Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101, which states, "whoever invents or discovers any new and useful 
process ... may obtain a patent therefor..." (Emphasis added). Thus, the term "same invention," 
in this context, means an invention drawn to identical subject matter. See Miller v. Eagle Mfg, 
Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re 
VogeU All F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer carmot overcome a double patenting rejection based upon 35 
U.S.C. 101. 
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Claims 1-11, 15, and 17-20 are rejected under 35 U.S.C. 101 as claiming the same 

invention as that of claims 1-11, 14-16, 18, 20-23, 25-28, and 30 of prior U.S. Patent No. 

6,740,306. This is a double patenting rejection. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application 
claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F,2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 12-14 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 11, 23, 29, and 31 of U.S. Patent No. 6,740,306 
(USPN '306). Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the claims 29 and 31 of USPN '306 anticipate and are generic to all that 
is recited in the claims 13-14 of the instant application and claims 1 1 and 23 of USPN '306 are 
obvious over claim 12 of the instant application because they are overlapping in scope. 
Regarding claim 1 2, it would have been obvious to a person of ordinary skill in the art at the time 
of the instant invention that the terms "additionally comprising" and "further comprising" are 
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mutually inclusive. Therefore, claims 1 1 and 23 of USPN are obvious over claim 12 of the 
instant application. 

Claims 1, 3-12, 14, and 20-23 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 2, 6-15, 
and 17-20 of copending Application No. 10/473,000 (copending '000). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because they 
are overlapping in scope with regards to the chemical structure of the active agents depicted in 
both claim sets and are obvious over each other. The difference between the two claim sets is 
that formula (I) of copending '000 allows that the R^substituent to be functional groups, such as 
C1-C3 perfluoroalkyl and this is not a possibility for the R^substituent of formula (I) of the instant 
application. However, it is noted that the formula (I) Markush groups in both applications are 
substantially similar regarding the allowed functional groups for the different R groups and both 
formulae have the same active core structure . The limitations of the cited dependent claims of 
the instant application and copending '000 are verbatim or obvious. For example, the method of 
claim 18 of copending '000 for treating male erectile dysfunction comprising administration of 
the composition according to claim 1 of copending '000 is obvious over the use of the same 
composition in a medicinal product for treating male erectile dysfunction where treatment takes 
place by nasal administration. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Application/Control Number: 10/813,801 
Art Unit: 1616. 



Pages 



Conclusion 

The specification and claims 8-20 are objected. All claims are rejected. No claims 
are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
272-5548. The examiner can normally be reached on M-F, 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (571) 272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Alstrum-Acevedo, Ph.D. 
Examiner 




MICHAEL HARTLEY 
PRIMARY EXAMINER 




